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This guidance document regresents the Food and Drug Ad,~~i~st~atio~~‘s (FDA) ?nd Customs and. 
Border Protection’s (CBP) current thinking on this topic. It does not creates or confer any rights 
for or on any.person and does not q$erate to bind FDA, CBP, cir the public. An alternative 
approach may be used if such approach satisfies the requirements of the ,applicabf e statute and 
regulations. 

Sec. 110.310: Prior Noticelof Imparted J&d Upder the Publie 
Bioterrorism Preparedness and -E$ksponye Act of 2002 

I. INTRODUCTIiO 
The purpose of this ddcum+t is to provide guidance on FDA’s and CBP’s strz+gy for enforcing 
and otherwise achieving compliance with the requirements’ of the intei-im final rule for 
submitting prior notice for food irnpoked &- offered for import into the Urrited States (68 Fed. 
Reg. 58974 (Oct.10,2003) (cod,ified at 21 CI?R 1.276 - 1.285)). 

FDA’s guidance doculgents, including this:Compli~~~e,Poliey Guide (CPG), do not establish 
legally enforceable responsibilities, Xnstea$l, guidance docu,m&nts describe the agency’s current 
thinking on a topic and shovld. be viewed only as recorn~e~~~ti~~ls, &less specific regulatory or 
statutory requirements are cited. The use of the urard should in agency guidance documents 
means that something is suggested OS recommended, but not required. 

II. BACKGROUN 
The Public Health Security and EGoterrorism Preparedness &d Respor& Act of 2002 
(Bioterrorism Act), section 307,,~added section 801 (m> to the Fed&a!-Food, Drug, and Cosmetic 
Act (the Act) to require that,FDA receive prior notice for food imported pr-offer& for import 
into the United States. Sect& 80 l(m) also: provides thkt if an article of fo‘ood arrives at the port of 
arrival with inadequate prior notice <e,g.,. n,ti prior notice, iriaccuratc prior l%otice,.or titimely 
prior notice),, the food is, subject to refusal~of admission under se&on 80 I (,m)( 1) of the Act and 
may not be delivered to the importer, owner, or consignee. if an a&& of flood is refused under 
section 801 (m)( 1) of the Act, unless CBP koncurrence is ob~,ned,f~r export and the article is 
immediately exported ‘from the port b-f an&al under CBP supervision,. it must be held within the 
port of entry for the article unless otherwisb directed by CE$P or FDA. I 

The Bioterrorism Act, sect@ 305’; also alqended Chapter 157 ofthe Act by adding section 4 15 to 
require domestic and foreign facilities that’,manufacture, process, pack, or hold food for 
consumption in the United States to register with FDA,- and amended Cha;pter VIII of the Act by 
adding section 80 l(1.) to require any food f6r hugian and animdl co~~surn~ti,~l~ from an 
unregistered foreign facility&hat is import@ or offered for import & be held at the port of entry 
until the foreign facility has ‘been registeye$ 
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On October IO, 2003, FDA and CBP issui?d interim final regulations establishing the 
requirements for registratiok and rgquirin@ that FDA r&eive prior notice‘ &f the importation of 
food beginning on December. 12,2003 (G%FR 58994 and 6s FR 58974), For the purposes of 
prior notice,, “food” has the meaning given in section 203 (f) of the,Act, and is defined as (1) 
articles of food or drink for man‘or other animals, (2) chewil;g gum, and (3) articles used as 
components of any such article, except that it dues not include food con-tact substances or 
pesticides. The requirements for prior notice do not apply to: 

1. Food for an individual’s personal use when it is carried by or otherkise accompanies the 
individual when arriving in the United States; 

2. Food that was made, by an ilzdividtial in his/her personal residence and sent by that 
individual as a personal gift (i.e., for non-business reasona) to &J iAdiGdua1 in the United 
States; 

3. Food that is imported then exported without le+nE, the port o-l* ;ur$al until export; 
4. Meat food products that at the time pf importation are sub&~ to the exclusive jurisdiction 

of the U.S. Department &f Agriculture (17SDA) under .the~ Federal Meat Inspection Act 
(21 1J.S.C. 601 et seq.); 

5. Poultry products that at the time of importation are ‘subj,ect to t&e exclusive jurisdictik of 
USDA under the Po$try Products Inspection Act (21 U.S.C, 45 1 et seq.); 

6. Egg products that at the time of importation are,subject tofthe excltrsive jurisdiction of 
USDA under the Egg Products Inspection Act (21 U.S.C. 105 1 et seq.). 

7. Prior notice also is not required .tmder FDA requirements for food trrought into the United 
States i.n a diplpmat& pout+. Th,e Vienna Convent&n on Diplomatkz pelations (1961) 
provides: “The diplomatic bag shalf not be opened or-detained.” Art, 27(3): Any baggage 
or cargo marked “diploma& bag” ir “diplomatic pouch” is immune from se%rch, 
including by electronic devices, and thus its contents are nci$ kbject to FDA’s prior notice 
requirements. 

Wonnation required to be submitted in a I&OF notice includes, with certain exceptions, the 
registration numbers assigned to tF.e foreign manufacturer’s and s,hip@~% facilities that are 
associated with the article 9f foo& FDA’s monitoring of compliance by for&in facilities with the 
requirement to register under section 4 15 of the Act will be accomplished primarily through the 
prior notice review process. ,If an article of food, is from a foreign ~~~?~f~~~~~r~r that is not 
registered as required and is imported or offered for import, then the food is subject to refusal 
under section 801(m)(l) of the Act for fail&e to provide adequate prior no$ce. Likewise, the 
failure to provide the correct registration n?rnbgr of the relevant foreign rn~~~~fac~~~r~r, if 
registration is required, renders the iden@y of tlzat fticility incumplete car purposes of prior 
notice. In addition, if an article of food is imported or offered for import f&m any foreign facility 
that is not registered as required, then the fbod is subject’ to’being held under section 801(l) of the ‘, 
Act. 
In the preamble to the interim final mle, FDA stated that it pkmned to provide guidance to its 
staff regarding- the agency’s enforcement policies. Accordingly, this C’PG describes general 
policies regarding the enfarcement’ of the p?ior notice requiremen& including the requirement to 
provide a required registration number. 
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The requirernents for submitting prior not& to FDA were effective beginning December 12, 
2003. During the first eight ;manths following this effective date, FDA and C&P focused.their 
resources on educatian to achieve comphance with the prior notice requirements. The agencies 
will continue this education, and outreach, m&ding the foLIowing: 

I. FDA and CBP will distribute information flyers at the ports. 
2. FDA and CBP plan to: 

a. Gather data to track compliance with the prior notice ,re~u~r~~~~e~ts and to 
determine how best to use their resources to educate industry and the public in 
order to achieve full comphance. 

b. Provide industryand the public with summary j~lforrn?~~o~ ;gbout the level of 
compliance with the prior r&ice r~quiren~e~ts, including data on the types of 
errors in submitted prior notices. 

c. Provide the summary information on FDA’s website at www.fda.aov. 
d. Utilize the data and summary informatiun to assistthe” industry and the public in 

improving the submission of prior notice. 
FDA may consider the failure to provide adequate prior notice as a factor ill determining whether 
and where to examine an article of food. However, if FDA decides not_to refuse an article of 
food under 2 1 CFR 1.283 or 1.285, this decision has no bearing on Iwhether the article of food is 
adrnissible or will be granted admission under’other provisions ~of the Act or’other U.S. laws. 
Thus, for food that is imported or offered ror import, FDA will continue its normal review, 
investigative, and enforcement activities for food safety and security ~concerns to determine 
whether the food is subject to refusal under section 801(a) of the A&t. Inaddition, if FDA decides 
not to refuse an article of food under 21. CPR 1.283 or 1.285, this decision does not affect FDA’s 
ability to initiate other types of a&ons -- SW& as seizures, i~j~~t~?~~s, prosecutions, or 
debarments under sections 302,303, 304, and 306 of the Act -; that may be necessary. Likewise, 
it does not affect CBP’s ability to inmate other types of actions. that may be necessary. 

FDA’s Prior Notice Review Center, in conjunction with CBP ~hea&uar$ersY should use the 
information below to make decisions about whether to refuse a s~~~~~~~~~ of food pursuant to 2 I 
CFR 1.283 or 1.285 or take other actions for violations under sections 801 @ I) and 415 of the 
Act. 
The following definitions and descriptions apply to this Compliance ,P@icy Guide (CPG), 

A. Types 04 Violations 
1. Tnadequate Prior Notice 

a. No Prior Notice - The article.of food arrives at the port @ ‘arrival and no prior 
notice has been submitted and confirmed hy:FDh forrevie~. 

b, Inaccurate Prior Notice - Prior notice has heen s~,brni~~~d and ennfirmed’by FDA 
for review, but upon review of the notice ‘or examinatjan of the article of food, the 
prior notice is determined to he inaccurate. 



c. Untimely Prior Notice - Prior notice has bee~~.s~bmitted and confirmed by .FDA 
for review, hut the fit11 time th$ applies .m~der 2 7 CFR 1.279 for prior notice has 
not elapsed When the article arrives, unleSs FDA has &eady reviewed the pri,or 
notice, determined its respkse to the prior l>otice, it’d advised CBP of that 
response. 

2. Unregistered Facility - ‘IYl!e article of food iS imported or offered fk ,import from a 
foreign facility that is not registered as req,uired, 

3. No PN Confirmation 
a. When a copy of the Prior Notice (PN) Confirmation is r~~~uired for food carried 

by or otherwise accompanying an individual, but cartiot be provided by the 
individual. 

b. When the PN Confirmation Number is not affixed itr, an article af food that arrives 
by intekational mail. 

c. When the PN Conkmatiorl, Number for an article of food for which prior notice 
was submitted through PNSI is not provided to CBP or FDA upon arrival. 

B.. Actions, in Response to V~~~~ti~~~ 
1. EducationKommunicatiun - To the: extent pass&&~ 

a.. Distribute information flyers at the ports to carriers,ar&thers, associated with the 
shipme@ of food. 

b. Provide, to the exte$ practicable, notice df the yiol$ioli arid of the prior notice 
and registration requiremen$s to the persou(s) who traksmits and/or Gles the prior 
notice. 

c. When an article of food that is carried by or.other,wlse a~~o~~~~a~yill~ an 
individual is hot fol- person&l use and has i~l~deq~la~~ p&r notice or the individual 
cannot provide FDA or CBP with a copy of the,pric~ t~otice(I?N) confirmation, 
provide the individual with an information sheet on,prior n6tice. 

de When an article of food akves by i~~ternation;tl rriail with in&equate prior notice 
or the PN conkmat,ion‘number is not af&ed, provjide an information sheet on 
prior notice and forward the; @a&age to the addressee, 

e. When an article of food is imported or offered For~iFport for non-commercial 
purposes with a non-comme’rcial shipper as set out below mlder Section C.4, 
provide aI? information sheet-on prior notice to the importer, owner, consignee, or 
shipper. 

2. Assessment of CBP Civil Munetari Penalties - CBP, in cqnsult@on with FDA, may 
assess civil monetary penaltiks for violation of 19 U.S.C. 1595a(b) ag&nst any party who 
aids or abets the impbrtation of any-.merchandise ~ontraiy to fati. 

3. Refitsal - FDA, in consultation with CBP, may refuse admissiog of an article of fond 
under section 80 1 (m)( 1) of the Act pr place it under h&d under section 80 I(i) of the Act 
for violations under .kctiaris 801(m) and 415 of the:A& Ifm a&k af food is r&lsed or 
placed under hold under these provisions, unless CBP concurre~$e is obtained for export 
and the article is immediately exported from ‘the popt of arrival under CBP supervision, it 



must be held within the port of enny for the article unless directed by CBP or FDA (2 1 
CFR. 1.283(a) and l.ZSS(a),(b~). For food that is carried by or otherwise accompanying an 
individual, and is refused, and if, before leaving the port, the-i~~d~v~dual does not arrange 
to have the food held at the‘ port or exported, the arti&e of food shell be destroyed (2 1 
CFR 1.283(b) and 1,.285(h)). For food that arrives by. international mail and is refused, if 
there is -a return address,the parcel: will be returned to.sender stamped “No Prior Notice - 
FDA. Refused.:’ If there is nu return-add&q or if FDA:determines that-the article of food 
in the parcel appears to present a hazard, FDA may: dispose of or destroy the parcel (21 
CFR 1.283(e) and 1.285(k)). 

4. The phrase “the action FDA and CBP staff typically should consider taking” used in this 
CPG means that FDA and ,$BP staff, exercising enforcement discretion pursuant to their 
agency’s policies and procedures, may take these actions or may take different or 
additional actions ifthey believe particular circumstances wai-r’ant them. 

C. Policy 
This policy provides guidance to FDA and: CBP staff when they encounter, the prior notice 
situations described within this section. : 
The policy contains several references to Tables 1 and 2, which are set out. below. 

Table 1 - Requirements for the Idwtity of the ‘~a,~~faet~rer (tws! 41 CFR 1.281) .” 

registered. 
well as a reas0.n code identifying this situation 
and the reason ~~e-fa~~li~y is not required to 

3. An article of food that is:for transshipment, Name, Street Address (or Registration 

storage and export, or further manipulation and‘ Number in, lieu’of Street: Address), City, and 

export. Country of the facility that manufactured the 

Address 3f the facility is’ not required to be 
registered), City, and ,&untry of the facility 
that manufactured the food 

you should also refer to Section C-3. of this 
CPG. Name 4arid bddre+s of the firm that appears on 

the label under 21 CFR 10X.5. 
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2 . E ithe r  th e  Reg is trat ion N u m b e r  o r  th e  

m a n u fac tu red  th e  fo o d . 

3 , T h e  inform a tio n  in  ite m s  1  a n d  2  o f 
th is  tab le . 

Nay , S treet Add ress , City, ~ a $  C o u n try o f th e  
invorc ing firm , a n d  a  reason  code  iden tifying th is  
si tuation. * 

l  If th e  facil i ty th a t m a n u fa @ u r e d  th e  fo o d  is a  fo re ign  facil i ty th a t is : requ$red  to  b e  
reg is tered a n d  ei ther  its registrat ion r m m b e r  is n o t p rov ided , n r :.th e  n a m e  a n d  address  o f a  
di f ferent facil i ty (i.e., th e  m a n u fac tu r ing  facil i ty’s he ikdquar ters  o r  th e  invoic ing firm ) is 
p rov ided , th e n  it wi l1  b e  m o r e  difficult a n d /o r  m a y  take  m o r e  tim e  fo r  F D A  a n d  C B P  to  
veri fy th e  iden tity o f th e  nl,~ u ~ a c tu r ~ ~ ~ g  facil i ty a n d &  registrat ion statu,s a n d  to  d e te rm ine  
w h e the r  th e  a r ticle o f fo o d  is subject  to  be ing  he ld  u n d e r  sect ion80 l (1)  o f th e  A ct. A s a  
result,  i.f a n  a r ticle o f fo o d  is impor te d  o r  o ffe red  fo r  in iport  wi th th e  ti.1  te rna tive 
inform & ion  p rov ided  in  Tab le  2  in  l ieu o f th e  iden tity o f th e  facil i ty th a t m a n u fac tu red  th e  
fo o d , a n d  if F D A  has  concerns  th a t th e  fo o d  m a y  pose  a  se r iouS hea l th  th rea t, th e n  th e  fo o d  
m a y  b e  de layed  a t th e  po r t’o f arr ival  u n til th e  veri f icat ion is comp le te d , 

* A s with o the r  types o f:pr ior  n o tice vi,olat ions, E D A ,m a y  cons ider  th e  “fa i lu re  to  p rov ide  
requ i red  inform a tio n  a b o u t th e  facihty th a t m ~ ~ a c t~ red- tll~ .fo o d  as  n  fac to r  in  
d e te rm in ing  w h e the r  a n d  w h e r e  to  e x a m i n e  th e ‘ ar ticle o f fo o d ,. 1  

l  W e  in tend to  reject  pr ior  n o tice sub t issions un less  th e  pr ior  n o tice inc ludes a  val id  
registrat ion n u m b e r  o r  a n  appropr ia te . reason  code  s & & d  ,fr 
th e  P r ior  N o tice S ystem  In te r face  (Pl\ i lS I)~ a n d  th e  ‘A u to m a te d  

a m & g  those  p rov ided  in  
ker  fzl terface o f th e  

A u to m a te d  Commerc ia l  S ysteti ( A B IIA C S )  (see  A p p e n d i x  1 ) . -Rejec ted submiss ions  a re  
n o t con firm e d  fo r  F D A  review. 



1. &men& of food, other than food covered bv another section,of &is CPG 

In general, for any prior 11okxs vidation, the action &A and CEW staff typically &add 
consider taking is refusal and/or assessment of CBP~Civil ~onetar~~ Penalties. 

a. Manufacturer. Table 1 listi the prior I~otice.,1~~quiresnents~fur providing 
information ‘about the idemity of the manufacturer for an article of food thatis no 
longer in its natural state. If there is a prior notice violation because this 
information is not provided, FDA and CBP should typically consider not taking 
any regulatory a&ion under the circumstances described inthe first’column of 
Table 2 if the information irz the second column&hat Table i’s provided. 

b. &xpres.s Cozqier 
If prior notice is inadequate because it does not inctude’the required anticipated 
arrival information and/or planned shipment information9 PDR and CBP should 
typically consider not tal&g any. regulatory action ?k 

1) The article of food i,s imported or offered for import.via an express 
courier; 

2) The person submitting prior notice is not the express courier; 
3) The prior notice ia submitted via the:Prior Notice System Interface 

(PNSI); and 
4) The prior notice includes the shipment’s tracking number in. lieu of the 

required anticipated.arrival information and/or planned shipment 
information. 

FDA and CBP should typic@ly consider nottaking any regulatory action if there 
is a prior notice violation because the prior notice was submitted more than 5 
calendar days before the anticipated date of arr,iv~& provided‘that: (l} the prior 
notice was submitted less than 10 calendar days before the anticipated date of 
arrival; and (2) the prior notice was submitted through the Prior Notice System 
Interface (PNSQIn addition, under the same conditions, &DA should typically 
provide the Prior Notice Co&-mation Number whets prior notice has been 
confirmed for review even if prior notice vv& submiitted more than 5 calendar 
days before the ant&pated date of arrival.- Because’of the way the: Automated 
Broker Interface of the Au&mated Cdl~mercial-Syst~Jll.~ABilACS) is 
programmed, when prior notice is submitted through ABIJACS, the Prior Notice 
Confn-mation Ntnnber carr.not be-provided more-than 5 calendar days before the 
anticipated date of arrival, 
Please note that if any of the priar notice information, except the anticipated 
arrival information, the estimated quantity,.or the planned shipment information, 
changes after FDA has conBrmed the prior notice submission for review, the prior 
notice must be resubmittedJ21 CFR 1,282(a)). The resubmission must be 
confirmed by FDA for review no less than 24, or $ hours before arriving at the 
port of arrival, with the minimum time depending on the mode of transportation 
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(2 1 CFR 1.279(a)). If prior notice is resubrnifted, the previous prior notice should 
be cancelled (21 CFR 1.282(b)). 

2., Food carried by or otberurise,Bcca~p~~~~nn an indiv~du~ that is not for personal use 
In general, the action FDA .and CBP staff typicdlly slgul$ consider taking is 
education/communication for minor or inadvertejnt prior notice violations and refusal for 
all other prior notice violations. 
Manufacturer. Table 1 lists the prior notice requlrmkxgs for provi$ing information about 
the identity of the manufacturer-for an article of food that is no ionger in its natural state. 
If there is a prior notice violation due to the fact that this ~~for~~~ti~~~ is not provided, 
FDA and CBP should typically co&ider not taking, any re&latqry action under the 
circumstances described in ,the fast column of Table 2 ifthe information in the second 
column of that table is provided. 

3. j?o& imported or offered for imnokt fornon-commercial t7urpasks -with a non- 
mnercial shipper,.irressecti.ve ofthe tvne of‘cmier 

FDA and CBP should typically consider not taking any rq&atory action when an article 
of food is imported or affered for import for non-commercial purposes with a non- 
commercial shipper. Generally, staff should consider a non-commercial purpose to be 
when the food is purchased or otlmwis~ acquired by an i~divid~al;f~r non-business 
purposes and the shipper is an individual (e.g., the i~d~vi~~~ &4ivers the food to a post 
office or common carrier for delivery to self, family member, or friend for non-business 
purposes, i.e., not for sale, resale, barter, business use, or~commercjal use,) 
Examples of foods imported or offered for import that,may be Covered by this non- 
commercial category are: 

o food in household goads, mciuding milirary, civilian, governmental agency, 
and, diplomatic transfers; 

o food purchased ~by a tr$veler and mailed or shipped ,to the traveler’s lJ.S, 
address by the traveler, not the commercial e&&lishment; and 

o gifts purchased at a cornrnercial establishment and shipped by the purchaser, 
not the commercial establishment. 

Note that the shipper and the carrier are different entities, an4 the wrier is likely to be a 
commercial entity even when the shipper is an ~ldividu~l,.Tl~u~~ the food for non- 
commercial purposes may arrive by international ‘mail or any: other mode of 
transportation, but must be shipped: by one individual to another in&vidual (self, family 
member, or friend) to be considered for 1-ton-c01sune~ci,a1,‘purposes. For example, when an 
individual ships his & her ownhousehold goods, even when the goods are delivered to a 
mover or carrier for internatjonal movement, the individual is the shipper, e.g., the owner 
or exporter of the article of food who consigns and ships the mticle~from a foreign 
country or the person who sends an, article of food by i~~t~r~atio~al mail to the United 
States (see 8 1.276(b)( 12) oftlie priar notice inn&m finalrul~e). In another example, 
when an individual purchases food at Store A and sends that food to ,anindividual by 
mail, the individual is the shipper and the carrier is ‘the mail service. If the individual uses 
an express courier, the result is the same: the individual is’th,e shipper and the express 
courier is the carrier. However, if Store A ships the food, Store A is the shipper. Since 



Store A is not an individual, this I&@ example is not covered by the policy described 
above because the food. was’not imported or offered for import wit& a non-commercial 
shipper. (While a “person” sometiti~es can be an illcti-vid,~al,,p~~~n~ship, tiorporation, or 
association, see 21 U.S.C. 321(e), by “individual” we mean a sole hurnan.being, not a 
partnership, corporation, or association”) 

4. Food arrivmg, by imernational mai.il that is not food, imp&ted or cjffered. for import for 
non-commercial purposes-with a non-commerci& &&tier ’ 
III general, the action FDA and CB,P staff typically should consider &king is 
education/communication for minor or i~~dvertent,pr~o~ notice vio&tions arid refusal for 
all other prior notice violations. 
MunzZl(incl’urer. Table 1 Ijststhe prior notice requirements, far providing information about 
the identity of rhe manufac-turer for an @ icle of food that is no longer in its natural state. 
If there is a prior notice violation because this i~~orrn~t~o~ is not provided, FDA and CBP 
should typically consider not taking any regulatory action under the circumstances 
described in the first column of Table 2 if the information in the second column of that 
table is provided. 

5. G&Pack muchased or otherwise ‘z,cpuired by an individual and i,,&zrrted or offered for 
import for non-busiriess,~~~oses 
FDA and CBP staff should typically consider not taking regulatory action if there is a 
prior notice violation because a single prior notice is s&n&ted for .k~ gift pack and the 
identity of the facility that packed tlie gift pack is submitted in lieu ofthe identity of the 
manufacturer, provided that the gifj pack is purchased or otherwi,ce acq,uired by an 
individual and.imported or ‘offered for .import for non-business purposes. The person 
submitting the prior notice should provide the appropriate rez~son &de, seLected from 
among those provided in the Prior Notice System Interf&e (PNSI) and the Automated 
Broker Interfaize of the Automated Corlimercial SysteM (ABX/ACS) (see Appendix 1). 
Food is considered to be for non-business purposes~whenit:is not f6r sale, resale, barter, 
business use, or commercial use. The policy described in thissection applies irrespective 
of where the individual who purchased or otherwise acquired &gift pa& lives‘and 
irrespective of the type’ of carrier. $%ile the policy slso applies irrespective of whether it 
involves a commercial or non-comn~er&at shipper, please -note that rbe guidance 
contained in section c.3 of this CPG applies to gi-ft packs, and other foods, that are 
imported or offered for import for non-commercial purposes with a non-commercial 
shipper. More information about non-commercjab purchases, ~~~,dif~~re~~~e between 
shippers and carriers> and the diffegence between .comrnerciai and IIon-commercial 
shippers is contained in section C.C;‘,of this CPG. 
For the purpose of this CPG; gift packs are considered to be foqd thgt is described with 
FDA Product Code 37Y--01 (humai-i food) or FDA Product Code .7X5-99 (animal food). 
Examples of gift packs that may be’covered are: 

o A gift basket containing:fresh fruit and/or’vegetables. 
o A gift box containing crackers and cheeses and ea,nned condensed soups. 
o A gift baqket,of crackers, cheeses and fresh fruit, 



o A wicker basket with champagne, port, scotch whiskyl smoked salmon, 
cheese, tea, coffee, chutney, pistaohio nuts, biscuits, marmalade, honey, butter 
biscuits, crackers, cake, mustard, oli,ve oil, and olives. ’ 

o Tote bag with infant clothing, bib, booties, and ‘coffee and.c,andy for the 
parents; or a toy dispenser with hard candy-and go~dered candy. 

o A gift bag with multiple pet foodltems such as’rawhide chews and dog 
biscuits, .with:or without non-food items. 

6. Food imported or offered for import for qua&v assuranGe, research or analysis purposes 
only, not for human or animal &on&mption or resale 
If the article of food is imported or offered for import for qualitv assurance, research or 
analysis purposes only, not for human or animal ~o~ls~rnpt~on, and not for resale, then 
FDA and CBP should follow the enforcement policies .describedsiri section C: 1. of this 
CPG. Please note that with respectto item 1 of Table 2, there is a specific season code for 
san-~ples of food that are imported or offered for import for- quality assurance, research or 
analysis purposes (see Appendix 1). This reason code should be used when it is 
applicable. 
For the purpose of this CPG, samples of food are considered to be importeci or offeked for 
import for quality assurance,~resea&h or analysis purposes when they are imported in 
small quantities (i.e., quantities consistent with the quaky assurance. rese&ch, or 
analysis purposes) and the entire sample is used up by the analysis-pr is destroyed after 
analysis or a reasonable retention period..after analysis. The at~~.lysis may include sensory 
analysis or evaluatiolls such as those organoleptic am&$&fur testing the quality of tea or 
for testing for histamines. Evidence that an atilde o,f food is imported.for quality 
assurance, res,earch, or analysis purposes only might inc1~d~j,am~~~g other evidence, that 
the food and shipment do&men& tire marked accordingly. The-policy in this section does 
not apply to samples intended for test marketing, such as tasting. at trade shows or product 
promotional tasting events. . 
Information about when samples are “food” for the purposes of prior notice is provided in 
the 2nd Edition of Guidance. for Industry, Prior Notice of In.$orted Food, Questi-ons and 
Answers, May 2004. This’guidancs states that, mgeneral, priornotice is required for 
samples of food, in&ding animal feed, for research and ~~~~lopnl~l~t and test marketing 
(Q&A, Section C., fiuestion 1.3). However, if the samples are items that are in such early 
stages of research an_d development that -theyca,jrnot yet be kmsid.e~ed food for the 
purposes of prior notice, then they would not be subject to prior notice requirements 
(Q&A, Section C., Question 1.3). Inaddition, if thestimple is.in a form that is not an 
article of food; such as a slurry of lettuce for pesticide a&ysis “or a sterile sample 
container fXed with juice for heavy metal analysis,~ th& prior noti~~~e would not ap,ply 
(Q&A, Section C., Question 17.2) ’ 

7. Imported Food Arriving Erpm and Exiting To the Same Country [NEW] 
Food that is shipped by landthrough the United States is subject to’tha prior notice 
requirements, 21 CFR 1.277(a), even if it is shipped,a’short distmce and travels fromand 
to the same country. This section describes the specific policy regarding the enforcement ’ 
of the prior notice requirements in this situation. 
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FDA and CBP staff should typical&consider not tnkirzg regulatory ~&WI if there is no 
prior notice and each of the following conditions, is met: 
. The food is exported ,to,the same country from which it was imported (i.e. Canada- 

TJnited States-Canada or Mexico-United States-Mexico): 
0 Due to the geography, the only practical transportation route available for the 

shipment is through the,United States. 
e The importing conve:yance is physically se&d before it enters the United States and 

the integrity of the ~forern~~ti~~~d seal, is ~znaintained durmg the time the shipment is 
m-transit through the United’ St@es. FDA and CBP ~l~~~ll,d ~~do~ly examine the 
shipments to ensure that the food imported from the country is the same food that is 
exported back to that country, 

l The food being*importsd or of&red for import is for shipment by land through the 
United States, and will not~be manufactured, processed, pa&aged, umoaded or 
transferred fromconveyance to conveyance, or modified in any other way while in 
transit. 

b The food being imported or offered for import represents a relatively regular/routine 
shipment by land that arrives at and exits from specif%bordes &ossings, such that 
FDA and/or CBP are suf5ciently familiar wit&the t3rpical shipme@. 

E The number of the regu!ar/routine shipments by land between the two border points is 
relatively low, e.g. an average of one or less ~Ilipi~e~~~~.p:er day: 

. The transportation route through the United: States is re$&vely short, e.g. less than 
100 miles. 

. Before the import or series of imports, the FDA-Prior Notice Center is contacted 
regarding the above. The public can contact the Prior Notice. C&ter at 866-52 l-2297. 

8. Planned Shipment Information - Warmonized Tariff S&s&tle code 
FDA and CBP should typically consider not @king reg$atory action, when there is a prior 
notice violation because the prior notice submission does not include the 6-digit HTS 
code for the article of food. 
However, prior notice submitters are. reminded that ,the HIS Code is required by CBP 
independent of prior notice, See 19 GFR 143 SubpartD - Electronic.,Entry Filing, which 
sets forth the requirements for electronic Ning, and speelfic~lly I9 CFR 143.32(f), which 
references the Customs and Trade Automated Interface I~eq~~~me~ts (CATAIR) as the 
defining document for what, data has to, be submitted; Therefore, filers should keep in 
mind that ABI/ACS will not accept, a submission that lacks the I-ITS code. 

Appendix I: Reason Codes ~~~.Re~~st~ation lubber of, 
Provided 

A. Facility is out of business. 
B. Facility is private residence (21. CFR 1227(b)(2)) 
C. Facility is a restauram (21 CFR 1226(d); 1.227(b)( 90)) 
D. Facility is retail food establishnqnt. (21 CFR I .226(c); I .227(b) (11)) 
E. Facility is non-processing fishing vessel (2 1 CFR 1.226(-f)) 



F. Facility isnon-bottled drinking water collection and d~s~~~~~ti~n establishment (21 CFR 
1.227(b)(2)) 

6. Individual gift - label name/address in lieu of reg~s~~a~io~‘~u~~er (21 CFR 1.28 l(a)(6), 
GM), and WW) 

H. Grower - satisfies farm exenlption:@j CFR 1.226(b); 1,227(b)(3))’ 
I. Samples - quality a~s~uranc~, research or analysis purposes only _. 
J. U.S. manufacturing facility that is not required to segistm 
I<. Unable to determine the registration number ofthe’~~a~~ufa~t~er. 
L. Unable to determine ide&ity of rkmufactwrer - providing identity of manufacturer’s 

headquarters 
M. Unable to determine identity of mamfa$uer or l~eadquarte.rs - providing invoicing I%xP’s 

identity 
0. Gift pack for non-business purlposes - providing single prior notikaud identity ,of packer 
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